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Objectives: Enzalutamide prolonged overall survival and radiographic progres-
sion-free survival (rPFS), delayed initiation of cytotoxic chemotherapy and main-
tained quality of life in patients with chemotherapy-naïve mCRPC after failure of 
ADT (PREVAIL; Beer et al 2014). The cost-effectiveness of enzalutamide, compared 
with abiraterone plus prednisone (ABI+P) for patients with chemotherapy-naïve 
mCRPC, was evaluated from the perspective of the Canadian Ministries of Health 
(MoH). MethOds: A Markov model was developed to capture time spent by patients 
in various health states: stable, progression and death. Results were reported as 
incremental costs per additional quality-adjusted life year (QALY) gained over a 
10-year period. Transition probabilities were derived from patient-level data from 
PREVAIL and a network meta-analysis (NMA) of available trials. Base case analysis 
focused on direct medical costs from the Canadian MoH perspective. Cost data was 
obtained from a variety of Canadian sources, valued in 2015 Canadian dollars. A 
5% discount rate was applied to costs and outcomes. Multiple sensitivity analyses 
were performed. Results: NMA results suggested no difference between enzalu-
tamide and ABI+P for overall survival, but indicated that enzalutamide is superior 
to ABI+P for rPFS (hazard ratio 0.35; credible interval 0.27, 046). The improvement 
in rPFS translated into a longer mean duration of stable disease with enzalutamide 
(36.7 months) than with ABI+P (16.4 months), and greater total QALYs (enzaluta-
mide 2.65; ABI+P 2.23). From the Canadian MoH perspective, enzalutamide had an 
incremental cost-effectiveness ratio (ICER) of $92,690 per additional QALY gained 
versus ABI+P. The ICER was robust over a wide range of sensitivity analyses. In the 
probabilistic sensitivity analysis, the mean ICER was $110,036 per QALY gained 
versus ABI+P, with > 60% of iterations falling below a willingness-to-pay threshold 
of $100,000 per QALY gained. cOnclusiOns: Enzalutamide is considered a cost-
effective treatment option compared to ABI+P in patients with chemotherapy-naïve 
mCRPC after failure of ADT.
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Objectives: In analysis of health state utilities derived from a nivolumab phase 
III clinical trial a statistically significant difference in baseline utilities was noted 
between nivolumab (NIVO) and dacarbazine (DTIC) treatment arms. The aim of 
this study was to analyse and assess possible drivers of this difference in mean 
baseline utility. MethOds: Patient demographics and baseline disease charac-
teristics were compared between treatment arms to identify any variables which 
may be responsible for the observed differences in baseline utilities. All identi-
fied variables were included in a generalised linear model and tested for signifi-
cance differences in a stepwise manner to determine the final predictive utility 
model. Results: Population demographics and baseline disease characteristics 
were generally well balanced between treatment arms, however patients ran-
domised to NIVO were generally of better ECOG performance status (70.5% and 
28.6% for PS 0 and 1 respectively) than those randomised to DTIC (58.2% and 
40.4%). A generalised linear regression model of utility therefore included ECOG 
performance status in addition standard variables age, sex, weight, smoking his-
tory and metastatic stage. After stepwise elimination of non-significant variables, 
ECOG performance status was found to be a strongly significant predictor of health 
state utility (p< 0.000) as was sex (p< 0.000) and age (p= 0.006). Whilst metastatic 
stage remained in the final model specification as these were pre-defined strati-
fication factors, neither was a significant predictor of health state utility (p= 0.724, 
p= 0.493 respectively). cOnclusiOns: ECOG performance status was found to 
be an independent predictor of health state utility in addition to age and sex. As 
such it is critical that any economic evaluation of an intervention in this patient 
population identifies any differences in performance status between intervention 
and comparator arms and seeks to establish the impact any difference may have 
on subsequent results.
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Objectives: Bladder cancer (BC) is a disease with a high recurrence rate, neces-
sitating invasive, repeated treatments that can meaningfully impact patient health-
related quality of life (HRQoL). The goal of this review was to summarize the BC HRQoL 
literature in order to assess the impact of BC by stage and treatment. MethOds: A 
systematic literature search of studies indexed in PubMed was conducted without 
language or publication year limitations. Due to the large volume of literature, subse-
quent review was refined to studies published since 2005, excluding reports utilizing 
single-use HRQoL measures without evidence of validation. Results: A review of 
~1,700 abstracts yielded a final set of 62 peer-reviewed articles (published 2005 – 2014). 
Eleven HRQoL measures (8 disease-specific, 3 generic) were identified (EORTC QLQ-
C30 and SF-36 most commonly used, in 25 and 21 studies, respectively). BC-specific 
modules such as the EORTC QLQ-NMIBC24 were included less frequently, with no 
BC-specific module in more than 8 studies. The majority of studies were of retrospec-
tive, cross-sectional study design. HRQoL impact of radical cystectomy for muscle 
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Objectives: To assess the burden of illness associated with advanced breast cancer 
treated with vinorelbine oral (VinO) or IV (VinIV) from the perspective of patients 
and caregivers in 5 European countries. MethOds: This was an observational, pro-
spective, international, multicentric study. Patients were included in the study at 
the beginning of their 2nd cycle of chemotherapy with vinorelbine and categorized 
in 2 groups depending on whether they are receiving VinO or VinIV. At baseline (V0) 
and at the end of the 2nd cycle of chemotherapy (V1), patients and caregivers were 
asked to complete self-administered questionnaires: SF-12, EORTC-QLQ-C30 (only 
for patients) and burden of illness. Results: At baseline, there were no major dif-
ferences in demographic and clinical characteristics between the two groups. VinIV 
was prescribed monotherapy in 56.9% and 62.5% for VinO. Patients receiving VinO 
were predominantly treated with monotherapy. In addition, as measured with SF-12, 
patients with VinO (n= 128) had, at end of cycle 1 and end of cycle 2, significantly 
more favourable outcomes in physical summary score, role physical, role emotional 
and mental health (all p< 0.05) than those treated with VinIV (n= 51). Trends for 
a better caregiver mental score and social functioning were also observed with 
VinO (cycle 1 and 2; p< 0.10). From a patient perspective, no major difference was 
reported on the burden of illness between the two groups, however, a trend for a 
better “overall impact on daily life” was observed in VinO patients. Major significant 
differences, showing a lower burden of illness with VinO, were also reported from 
caregivers (Social functioning, Overall impact on daily life). cOnclusiOns: Oral 
vinorelbine showed some benefits over the IV form for both patients and caregivers, 
particularly in health related QoL and burden of illness.
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Objectives: Validity and reliability are important characteristics of any instrument. 
Generic instrument are designed for use in any population; however, their validity 
and reliability in particular diseases should be verified to ensure their appropriate-
ness. In this study the authors assessed the validity and reliability of the Medical 
Outcomes Study Short Form–36 (SF-36), a generic instrument, in a population of 
patients with intradural primary spinal cord tumors (IST). MethOds: The SF-36 
was administered to a cohort of patients with IST on an outpatient basis. Symptom-
related data derived from a structured interview and physical examination findings 
were used to classify cases according to the scales of McCormick and Aminoff-
Logue. Construct validity was assessed by determining whether SF-36 scores cor-
relates with the spinal cord tumors scores (McCormick score and Aminoff-Logue 
score) by using the Cuzick nonparametric test for trend. The reliability of the SF-36 
scores was assessed using Cronbach alpha. Results: One hundred patients with 
IST completed the SF-36. Construct validity was demonstrated by confirming the 
hypothesized relationship between SF-36 scales and the scales of McCormick (p _ 
0.003), Aminoff-Logue deambulation subscale (p _ 0.025), Aminoff-Logue micturi-
tion subscale (p _ 0.013), and the Aminoff-Logue defaecation subscale (p _ 0.004). 
Reliability was demonstrated for all eight SF-36 domain scales and the physical 
component and mental component summary scales, in which Cronbach alpha satis-
fied the Nunnally criterion of > 0.85. cOnclusiOns: The SF-36 provides valid and 
reliable data on patients with IST.
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Objectives: The aim of this analysis was to assess predictors of health-related 
quality of life over time, and to estimate utilities for patients with treatment-naïve 
advanced melanoma in the randomized CheckMate 066 trial comparing nivolumab 
with dacarbazine for use in a cost-effectiveness model (CEM). MethOds: The 
EQ-5D was administered at baseline and every 6 weeks in CheckMate 066 and was 
used to generate index utility scores using the UK time trade-off (TTO) method. 
Covariates were based on a combination of prior analyses from large trial datasets, 
including patient demographic and clinical characteristics, quantitative metrics of 
fit, qualitative/clinical plausibility, and relevance to the CEM. Several longitudinal 
mixed linear models were explored using different covariate sets. Results: This 
analysis included 288 patients and 1,125 visits where the EQ-5D was administered. 
Mean baseline utility score was 0.75 for nivolumab, 0.69 for dacarbazine, and 0.72 
across both treatment arms. The final model included baseline utility (to adjust 
for imbalance between treatment arms), progression status (pre/post), days until 
death or end of follow-up (< 30 days/30+ days), and treatment arm. Parameter esti-
mates in the model were 0.603 for baseline utility (P< 0.001), −0.074 for progression 
status (P< 0.001), −0.022 for < 30 days left (P= 0.092), and −0.069 for treatment arm 
(dacarbazine vs nivolumab; P= 0.008). When implemented in the CEM, the utility 
estimate for the pre- and post-progression states were 0.802 and 0.728, respec-
tively (applying nivolumab as the treatment arm). A decrement for the month 
preceding death was applied using the estimate for < 30 days until death or end 
of follow-up (−0.022). cOnclusiOns: These results showed that baseline utility, 
progression, < 30 days until death or end of follow-up, and treatment arm are all 
predictors of utility over time, which is consistent with prior work in melanoma. 
As data mature, these analyses will be replicated in this and other nivolumab 
trials.
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Objectives: The aim of this study was to establish baseline, pre-progression and 
post-progression health state utilities for nivolumab (NIVO) and dacarbazine (DTIC) 
for use in the economic evaluation of NIVO versus other interventions in unresect-
able stage 3 or stage 4 melanoma. MethOds: Utility data were collected during a 
phase III clinical trial study every 6 weeks via the EQ-5D-3L instrument and ques-
tionnaires scored using Australian specific weights within Microsoft Excel. Utility 
valuations and associated patient and disease data were exported to STATA 11.2. 
Descriptive statistics were generated, stratified by treatment, study epoch (screen-
ing; non-screening) and by progressive disease status. Results: Two hundred and 
one and 208 patients were randomized to NIVO and DTIC respectively. Mean utili-
ties for NIVO and DTIC respectively were: 0.78 (95% CI: 0.75,0.81) and 0.71 (95% CI: 
0.67,0.75) at baseline; 0.84 (95% CI: 0.83,0.85) and 0.78 (95% CI: 0.76,0.81) prior to 
the development of progressive disease; and 0.83 (95% CI: 0.80,0.86) and 0.70 (95% 
CI: 0.66,0.74) following development of progressive disease. For those randomised 
to NIVO, development of progressive disease per RECIST v1.1 criteria did not sig-
nificantly impact on utility (mean change= 0.01, p= 0.4618). By contrast, for those 
randomised to DTIC, development of progressive disease per RECIST v1.1 criteria did 
significantly impact utility (mean change= 0.08, p= 0.0005). cOnclusiOns: These 
results provide Australian specific utility valuations by health state to inform the 
economic evaluation of NIVO versus other interventions in unresectable stage 3 or 
stage 4 melanoma. Notably, for those receiving NIVO, the development of progressive 
disease per RECIST v1.1 criteria did not have a significant impact on mean utility, 
suggesting the benefits of NIVO on HRQoL persist beyond traditional measures of 
disease progression, in contrast to DTIC which exhibits the expected reduction in 
utility following development of progressive disease
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Objectives: The standardized incidence of women breast cancer (BC) in Slovakia 
is 51,6/100 000 and has growing trend. There were diagnosed 2423 new cases in 2012 
and 2639 new cases BC in Slovakia. BC has a great impact on quality of life (QoL). 
The objective of this paper was to find out the level of QoL in patients with BC in 
Slovakia. MethOds: The primary method used for the analysis of QoL was the 
combined questionnaire consisting of 5 parts: A. Demography (9 items), B. Clinical 
part (B1+B2, 17 items), C. Quality fo life with dominant numeric scale (13 items), D. 
Socio-economic part (9 items), E. EQ-5D. There were 112 patients in the examined 
group from the 150 asked to fill the questionnaire. Results: Present level of QoL 
was identified as 6,11 on the scale from 0 to 10, while in the time of the BC diagnosis 
it was 4,42. QoL was 8.22 in the time without BC and 8,73 in the total optimal state 
of health. Comparative to the QoL was examined the ability to work (AW) and so on 
the scale from 0 to 10. Present level of AW was identified as 5,40, while in the time of 
the BC diagnosis it was 4,44. AW was 8.41 in the time without BC and 9,00 in the total 
optimal state of health. The impact of treatment on QoL was 5,38 and the disease 
had impact 6,10 on family QoL. Disability was 77,35 days vs 16,45 opposite to disabili-
ties days from other reasons. The average income was 379,58 € and the willingness 
to pay for 1 month of full health was in average 132 € per months. cOnclusiOns: 
The disease had a significant impact on patients´s QoL . The treatment of BC had a 
significant impact on increasing QoL of patients.
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Objectives: The standardized incidence of kidney cancer (KC) in Slovakia was 
14,6/100 000 in men and 7,0/100 000 in women and has growing trend. There were 
diagnosed more than 800 new cases in 2013 of KC in Slovakia. The objective of this 
paper was to find out the level of QoL in patients with KC in Slovakia. MethOds: 
The primary method used for the analysis of QoL was the combined questionnaire 
consisting of 6 parts: A. Demography (9 items), B. Clinical part (B1+B2, 17 items), C. 
Quality fo life with dominant numeric scale (13 items), D. Socio-economic part (9 
items), E. EQ-5D (5 items), F. Symptoms of disease (9 items). There were 79 patients 
in the examined group from the110 asked to fill the questionnaire. All patients 
were treated by surgery. Results: Present level of QoL was identified as 6,32 on the 
scale from 0 to 10 (0- the worst,10 -thebest), while in the time of the KC diagnosis it 
was 5,15. QoL was 7,86 in the time without BC and 8,82 in the total optimal state of 
health. Comparative to the QoL was examined the ability to work (AW), too. Present 
level of AW was identified as 6,02, while in the time of the BC diagnosis it was 5,44. 
AW was 8.25 in the time without KC and 9,06 in the total optimal state of health. 
The impact of treatment on QoL was 6,34 and the disease had impact 5,94 on family 
QoL. The average income was 456 € and the willingness to pay for 1 month was in 
average 270 € per months to be complete healthy. cOnclusiOns: The disease had 
a significant impact on patients´s QoL nad patient´s family QoL, too. The treatment 
of BC had a significant impact on increasing QoL of patients.
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Objectives: Willingness-to-pay techniques are increasingly being applied in eco-
nomic evaluation, as a means of assessing the value of new health care technologies. 
The objective of the present study was to assess the willingness to pay for Human 
Papillomavirus vaccination and factors influencing the willingness to pay among 
health professional students as health professionals play a vital role in human pap-
invasive BC (MIBC), which is invasive and requires lifetime urinary diversion, was most 
commonly studied. In contrast, there is minimal literature on HRQoL of patients with 
advanced/metastatic urothelial BC and non-muscle invasive BC (NMIBC). Although 
longitudinal studies have been conducted in both MIBC and NMIBC, the interpretation 
of the results is hampered by study design issues (such as lack of baseline HRQoL data, 
insufficient follow-up duration, infrequent HRQoL assessment, and/or small sample 
sizes) and inconsistency in HRQoL instrument. cOnclusiOns: While there is a sub-
stantial body of literature describing the impact of BC on HRQoL, particularly MIBC, 
methodological rigor is lacking, limiting interpretation and full assessment of the 
impact of BC by disease stage and treatment. Further, HRQoL assessment in NMIBC 
and advanced/metastatic disease is rare and warrants additional research effort.
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Objectives: As new interventions and treatment decision aids for prostate cancer 
(PC) become available, health economic analyses will be required to evaluate their 
impact on health authorities and the burden of PC. An important aspect of this is 
understanding the quality of life (QoL) impact of PC, its comorbidities and treat-
ments. MethOds: A structured literature review was undertaken, with searches 
conducted in PubMed, EMBASE, and the Cochrane Library. Literature review was con-
centrated on publications with a major focus on “Prostatic Neoplasms” or containing 
the term “Prostate Cancer”. Secondary search criteria restricted results to contain 
information on quality of life, health state utilities, or recognized QOL question-
naires. To ensure that recent estimates were evaluated, literature was restricted to 
those published on or after January 1, 2009. Abstract screening was performed by a 
single reviewer, with included results checked for alignment with the protocol by 
two further reviewers. Results: The mean QOL as measured using the EuroQOL 
5-dimension questionnaire (EQ-5D) was reported to be 0.86 for PC. After diagnosis of 
PC, a 0.02 point drop in the mean EQ-5D score was reported in the first two months 
of treatment. QOL assessment tools used, however, varied considerably between 
studies impairing data synthesis and comparison. Adverse events were commonly 
associated with PC treatments and resulted in decreased patient QOL. Urinary and 
sexual function problems were of greatest importance to males undergoing treat-
ment for PC. Erectile dysfunction was commonly reported and was present in 93.9% 
of men who received prostatectomy and radiotherapy. Nearly 14% of patients were 
willing to trade survival time for increased QOL. cOnclusiOns: PC is associated 
with reduced patient QOL and a large determinant in the QOL decrement appears to 
be the PC treatment received and its associated adverse events. Patient willingness 
to trade survival and QOL has important health economic implications.
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Objectives: In the PREVAIL trial, enzalutamide improved survival and HRQOL 
in men with chemo-naïve mCRPC. This analysis provides additional in-depth 
insights into the effects of enzalutamide and placebo on EQ-5D dimensions in 
PREVAIL. MethOds: In PREVAIL, the EQ-5D self-report questionnaire and Visual 
Analogue Scale (VAS) were used to assess HRQOL and were reported up to study 
week 61. Dimensions of health states were used to generate a summary score (EQ-5D 
Index) based upon UK societal preference weights. Paretian Classification of Health 
Change (PCHC) and time to event analyses were also conducted. Results: HRQOL 
deterioration (indicated by decreases in EQ-5D Index and VAS scores) was more 
gradual with enzalutamide versus placebo; reductions were significantly (p< 0.05) 
smaller with enzalutamide in EQ-5D Index up to Week 37 and in EQ-VAS up to Week 
61 (except Week 49). Benefits of enzalutamide were primarily in the Pain/Discomfort 
dimension, with significant between-group differences (p< 0.05) through to Week 
37. PCHC analysis showed a higher percentage of enzalutamide patients reporting 
improvements on EQ-5D dimensions up to Week 49 and a higher proportion of 
placebo patients reporting worsening up to week 25. Time to event analysis showed 
superiority of enzalutamide on time to shift from full health (state 11111) and time 
to first worsening on the Pain/Discomfort and Anxiety/Depression dimensions. At 
Week 61, of patients originally randomised to enzalutamide, 20.1% reported being 
in full health (state 11111), 28.2% reported no pain or discomfort, and 43.1% reported 
no anxiety/depression compared with 5.1%, 6.5%, and 10.2%, respectively, of placebo 
patients. cOnclusiOns: In PREVAIL, as well as improving overall survival versus 
placebo, enzalutamide showed HRQOL benefits captured through EQ-5D Index and 
VAS scores, including benefits in the Pain and Discomfort dimension of EQ-5D, and 
reporting being in full health, having no pain/discomfort, or no anxiety/depression.
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